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WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 05 March 2009 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 51-55,57-60,73 and 75-87 is/are pending in the application. 
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5) D Claim(s) is/are allowed. 

6) E3 Claim(s) 51-55. 57-60. 73. 75-87 is/are rejected. 
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DETAILED ACTION 

Receipt is acknowledged of Applicant's Amendments and Remarks filed on 
03/05/2009. 

• Claims 51-52, 54-55, 57-60, 73, and 75 have been amended. 

• Claims 1-50, 56, 61-72 and 74 have been cancelled. 

• Claims 76- 87 have been added. 

• Claims 51-55, 57-60, 73 and 75-87 are pending in the instant application. 

Double Patenting 

1 . The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, All 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 
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A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

2. Claims 51 -52 are rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1 , 6 and 7 of U.S. Patent No. 
5,985,305. An obviousness-type double patenting rejection is appropriate where the 
conflicting claims are not identical, but an examined application claim not is patentably 
distinct from the reference claim(s) because the examined claim is either anticipated, or 
would have been obvious over the reference claim(s). See, e.g., In re Berg, 140 F.3d 
1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 USPQ2d 
2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985). 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other because both the issued claims and the examined claims teach an 
implantable fluid-imbibing active agent delivery system for delivering an active agent to 
a fluid environment of use, said device comprising an impermeable reservoir and 
containing a piston that divides the reservoir into an active agent containing chamber 
and a water-swellable agent containing chamber, wherein the active agent containing 
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chamber is provided with a back-diffusion regulating outlet and the water-swellable 
agent containing chamber is provided with a semipermeable plug. Thus, the claims are 
readily envisaged by the teaching of the prior art and the claims are properly included in 
the rejection. 

3. Claims 51-52,55, 57- 60,75 and 87 are rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claim1-2 and 5-10 of 
U.S. Patent No. 6,261,584. An obviousness-type double patenting rejection is 
appropriate where the conflicting claims are not identical, but an examined application 
claim not is patentably distinct from the reference claim(s) because the examined claim 
is either anticipated, or would have been obvious over the reference claim(s). See, e.g., 
In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 
1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 
(Fed. Cir. 1985). Although the conflicting claims are not identical, they are not 
patentably distinct from each other because both the issued claims and the examined 
claims teach a fluid-imbibing device for delivering an active agent to a fluid environment 
of use, said device comprising a water-swellable semipermeable material in the form of 
a plug that is received in sealing relationship with the interior surface of one end of an 
impermeable reservoir and an active agent to be displaced from the device, wherein the 
semipermeable material is selected from the group consisting of plasticized cellulosic 
materials, polyurethanes and polyamides. The device wherein the semipermeable 
material is assembled into cylindrical shaped cavity, stepped, helical threaded and 
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spaced configuration. Thus, the claims are readily envisaged by the teaching of the prior 
art and the claims are properly included in the rejection. 

4. Claims 51 -54, 76-86 are rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1-3, 10-1 1 of U.S. Patent No. 
5,728,396. An obviousness-type double patenting rejection is appropriate where the 
conflicting claims are not identical, but an examined application claim not is patentably 
distinct from the reference claim(s) because the examined claim is either anticipated, or 
would have been obvious over the reference claim(s). See, e.g., In re Berg, 140 F.3d 
1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 USPQ2d 
2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985). 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other because both the issued claims and the examined claims teach an 
implantable delivery system comprising an impermeable reservoir, a piston that divides 
the reservoir into a first and second chamber, the first and second chambers each 
having an open end, a water-swellable agent formulation in the first chamber, a active 
agent formulation in the second chamber, a semipermeable plug in the open end of the 
first chamber and a back-diffusion regulating outlet in the open end of the second 
chamber, wherein the reservoir is titanium or a titanium alloy, the piston is formed of a 
polymer, the semipermeable plug is formed of polyurethane material and the back- 
diffusion regulating outlet is made of polyethylene and has a flow path helical in shape 
with a diameter between 0.003 and 0.020 inches and a length of 2 to 7 cm. Thus, the 
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claims are readily envisaged by the teaching of the prior art and the claims are properly 
included in the rejection. 



Conclusion 

1. No claims are allowed at this time. 

2. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JAGADISHWAR R. SAMALA whose telephone number 
is (571 )272-9927. The examiner can normally be reached on 8.30 A.M to 5.00 P.M. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on (571)272-0616. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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